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VariAx® Distal Radius Locked Plating System Line Extension Aiming Blocks Special 5 10O(k)

510(k) Summary of Safety and Effectiveness:
VariAx® Distal Radius Locked Plating System Line Extension for Addition

of Aiming Blocks

Sponsor: Howmedica Osteonics Corp.

325 Corporate Drive

Mahwah, NJ 07430

Contact Person: Stephanie M. Fints

Sr. Director, Regulatory Affairs and Regulatory Compliance

Howmedica Osteonics Corp.

325 Corporate Drive

Mahwah, NJ 07430

Phone: (201) 831-5405

Date Prepared: August 16, 2011

Proprietary Name: VariAx® Distal Radius Locked Plating System Line Extension for

addition of Aiming Blocks

Common Name: Bone plates and Screws

Classification Name: Single/multiple component metallic bone fixation appliances and

accessories, 21 CFR §888.3030

Device Product Code: 87 HRS: Plate, Fixation, Bone

Legally Marketed Device to Which Substantial Equivalence is Claimed: VariAx®

Distal Radius Locked Plating System

Device Description:
This Special 5 10(k) submission is intended to add aiming blocks as an accessory to the
VariAx® Distal Radius plate line which was cleared in K040022 and K100271. The
aiming blocks are accessories used intra-operatively to guide the user in placement of the
screws into the plate. There are 4 aiming blocks which correspond to the configurations
of volar plates: Narrow Right, Narrow Left, Standard Right and Standard Left. The
aiming blocks are used with a joystick tool which helps the user find the appropriate
screw trajectory and is pinned in place once the desired alignment is obtained. Kirschner
wires can also be used in conjunction with the aiming blocks to determine screw
trajectory.

Intended Use:
The VariAx" Distal Radius Locked Plating System Line Extension addition of Aiming
Blocks does not alter the intended use of the predicate system as cleared in K040022 and
K100271. The indications for use for the subject plates are provided below.
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Indications for Use:
The VariA/tw Distal Radius Plates are intended for use for internal fixation for fractures
and reconstruction of the small bones, primarily including the distal radius. Examples of
these internal fixations and reconstructions include compression fractures, intra-articular
and extra-articular fractures, displaced fractures, osteotomies, non-unions and mal-
unions. This system can be used for palmar, dorsal or orthogonal application.

Summary of Technologies:
The proposed device is substantially equivalent in intended use, materials and
performance characteristics to the predicate device. Addition of the aiming block as an
accessory to the bone plating system does not alter the technology.

Non-Clinical Testing:
Benchtop testing was conducted to demonstrate that the use of the aiming blocks as
described in the operative technique could withstand clinically relevant loads. Torque to
failure was performed using the joystick and the block assembled and failure loads were
found to be acceptable. Lateral loads were also placed on the construct and the failure
mode was disassembly without significant damage to the plate. Biocompatibility testing
of the materials in the aiming block assembly (PEEK and stainless steel) was conducted
as well as cleanability testing, sterility testing and corrosion resistance testing.

Clinical Testingj:
Clinical testing was not required for this submission.

Conclusion:
The VariAx') Distal Radius Locked Plating System Line Extension addition of Aiming
Blocks are substantially equivalent to the predicate devices identified in this premarket
notification.
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DEPARTMENT OF HEALTH & HUMAN SERVICESIllNiI cl h e ic

F I owi cd ica Osteonlics Corporal onl
$/4 Dr. Stephanie Fitts
Reoulatorv Af[fairs Associate
325 Corporate Drive
N'Iahwah. e ese 73

Reguatin Nme:comonet meallc bne ixaionappliances and

Dear Dr. Fi tts:

cornmerce prior to M/ay 28, 1 976, the enactment date oF the Mledical De vice Amendments, or to
devices that have been reclassified in accordance with the provisions of tle Federal Food. Druca ,
and Cosmetic Act (Act) that do not eirie approval ofIa prernarket approval appi cation (P)MA).
YOU may. therefore, market the dece.C suibject to the gnilcontrols provisions of the Act. The
g0leeral controls provisions oF the Act imC! ilde requliremnts For annlual reg-istration, listirn of
devices, good manufaicturinu(. Practice. labelitiadpoiiin -is ibadn n
aduli teration. Please note: CID RI-I does nlot evaluate infori nation related to contract li ability
warranties. We rem ind you, however, that devi ce abel im ng ist be truthful and not miis leading.

IF your device is classified (see above) into either class 11 (Special Controls) or class Ill (l1MA), it
may be subject to additional controlIs. Existirn maj or regu"lations affecting your device canl be
Fouind in the Code of Fedleral ReguLlations, TitlIe 21I Parts 800 to 898. In addition, FDA may
pulish further announllcemelnts conIcern inn~ youlr device in the Federal Reuister.

P~lease be advised that FDA's issuance of a substainial equivalence determination does not mnean
that FDA has made a determination that your device comp11lies with other requienClllts of the Act
or an v Fedeoral statutes an d regala tiC)n s amin istered bv otheri Fedoral ace nc ies. You m iust
comply with all the Act's reqjuiremen1ts, including., but not limited to: reoiSLratiOnl and listing (2 1



Pagce 2 - Dr. Stephanlie Fins

CUR lPan 807); labeling (21 CUR ['art 801); medical device reporing (reporting of medical
device-relI ied ad verse events) (2 1 CUR 803); good manu fcwttring prac tic~e requirements as set

forth in the qualy systems (QS) regulation (21 CFR Part 820); and if applicable, the electronc
product radiation control provisions (Sections 531 -542 of the Act); 21 CU-R [100-1050.

\'OLI ties ire spec ire ad\'ice for Yomi device on ouLI labeling recULlail (2on CF, [)at jc plas

go to litti)://%%ww. ia~.u-ov,/Aboultl UDA/cenieronices/CDIR H/CDI)IO lC)ices/ucni II 5-809.1urm For
the Center for IDe vices and Radiological HeI al th's (CID RI-I s)Ofce of Compliance. Aliso, please
note the regulation enitled, ''Misb raning by reference to re mark e notLifi cation" 2C I FR Part
807.97). For qtrestions regarding the reporting of ad verse events tinder the N'I 1 regiraton (21I
CUR P'art 803): please go to
lit)ha ://wwv.t Ida. cov/N'led ica I Devices/Sa lttv/Repota Problem/dc ftr t.htm %br the CIDR11Is 0office
of Surveillance and lBionietrics/Division offl'ostmnarket SUrrvci I[llice.

You may obtain other generalI in formation onl Your responsibilities nuder the Act from the
Division of Small Manufkctwrers, [nternational and Consumer Assistance at its toll-freeC nuber
(800) 638-2041 or (301) 796-7100 or at its; Internet address
hatp://"W'.da. gov/rvled ical Devices/ResotrrcesfobrYou/l nd Lstrv/lernbtrl..

Sincerely yours,

fr-,Mark N. MNkro
Dircctr
IDi vision of Surgical, Ortho0pedic.

andC Restorative Devices
0 l'Ile of Device Evalu-ationl
Center- f'or Devices and

Radiolocical Wealth

Enclosure



VariAx®D Distal Radius Locked Plating System Line Extension Aiming Blocks Special 5 1 0(k)

Indications for Use

5 1 0(k) Number (if known): KtIZ&

Device Name: VariAx® Distal Radius Locked Plating System

Indications For Use:

The VariAx®M Distal Radius Plates are intended for use for internal fixation for fractures and
reconstruction of the small bones, primarily including the distal radius. Examples of these
internal fixations and reconstructions include compression fractures, intra-articular and extra-
articular fractures, displaced fractures, osteotomies, non-unions and mat-unions. This system can
be used for palmar, dorsal or orthogonal application.

Prescription Use X AN/ROver-The-Counter Use ____

(Part 21 CER 801 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Division Sign-Oft
Division of Surgical, Orthopedic, 410
and Restomative Devices 4

5l0(k) Number kd-
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